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Serial No. 08/902692 1 
Art Unit 1644 

1. In view of the Brief filed on 1/28/2003, PROSECUTION IS HEREBY 
REOPENED. As set forth below. 

To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply 
under 37 CFR 1 .1 13 (if this Office action is final); or, 

(2) request reinstatement of the appeal. 

If reinstatement of the appeal is requested, such request must be accompanied 
by a supplemental appeal brief, but.no new amendments, affidavits (37 CFR 1.130, 
1.131 or 1.132) or other evidence are permitted. See 37 CFR 1.193(b)(2). 

2. Claims 49-66 are under consideration. 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 65,66 stand rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention for the reasons 
elaborated in the previous Office Action. Applicants arguments have been considered 
and deemed not persuasive. 

There is no support in the specification as originally filed for the method of claim 
65 which recites "which includes at least some normal T and B lymphocytes". There is 
no written descritpion of the scope of the claimed invention in the specification as 
originally filed (eg. the claimed invention constitutes new matter). 

Regarding applicants comments, there is no support in the specification as 
originally filed for the method of claim 65 which recites "which includes at least some 
normal T and B lymphocytes". There is no disclosure of said limitation in the method 
disclosed in pages 8- 1 0 of the specification. 
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5. Claims 65 and 66 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 65 is indefinite in the recitation of "normal T and B lymphocytes" because it 
is unclear what this term means or encompasses. It is unclear as to what parameters 
distinguish a normal lymphocyte from an abnormal lymphocyte. The meaning of said 
term is not disclosed in the specification and it has no art recognized meaning. 

Regarding the Scholes declaration, said declaration does not clarify what "normal 
T and B lymphocytes" means or encompasses. In fact, said declaration actually 
indicates that said term could potentially be interpreted in a variety of different ways (eg. 
normal in appearance versus normal in function). Furthermore, the claims to do not 
recite the limitation "normal functioning". Even if the claims did recite said limitation, it 
would be unclear as to what "normal functioning" means or encompasses. For 
example, what parameters are encompassed by "normal functioning" versus "abnormal 
functioning" of T and B cells. 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 49-66 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Youdim et al. in view of Warren (US Patent 4,435,384), Goust et al. (US Patent 
4,001 ,080) and Lane etal. 

Youdim et al. teach the treatment of "environmentally sensitive patients" with 
transfer factor (see entire document). The transfer factor is prepared from lysed 
leukocytes (see page 56, first column). The "environmentally sensitive patients" would 
be encompassed by the term "chemically sensitive individual". Youdim et al. do not 
teach that the transfer factor was produced from autologous blood cells as per claim the 
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claimed invention. Warren teaches that transfer factor can be obtained from the 
lymphocytes of any individual as long the donor has no history of recurrent infection by 
herpes virus (see column 2). Therefore a routineer would have used any source of 
lymphocytes, including autologous, for preparing transfer factor for use in the method 
taught by Youdim et al. Youdim et al. do not teach that the transfer factor was produced 
using the particular steps recited in the claimed method. Goust et al. teach that transfer 
factor can be produced by culturing/propagating PBL for various periods of time in vitro 
followed by lysis of said cells to produce a lysate containing transfer factor (see 
Example 3, columns 5-6). The PBL are contained in a blood sample. Goust et al. 
teaches use of PBL (which contain T and B lymphocytes) indicating that said cells were 
isolated form peripheral blood (which contains leukocytes per se). Warren teaches the 
use of heparinized tubes to collect the blood sample. The use of commercially available 
density gradients such as HYPAQUE-FICOLL (a well known commercially available 
version of the agent recited in claim 51 /claim 60 part(b)) using the steps recited in the 
claims to isolate/separate lymphocytes is well known in the art (for example see Lane 
et al., page 66.2). The culture of lymphocytes at 37 degrees C is standard operating 
procedure (for example Warren teaches 37 degree incubation of lymphocytes (see 
column 2)). Goust et al. teach use of bovine calf serum in the culture process (see 
Example 3, column 5 wherein fetal calf serum is encompassed by the term bovine calf 
serum). Goust et al. teach that new media is added as needed (see Example 3, column 
5). While Goust et al. teach that the lysate is obtained via freezing and thawing cells, 
Goust et al. teach that the transfer factor can be produced by disrupting the cells 
wherein sonication is an art known procedure for disrupting cells. Warren teaches that 
transfer factor can be produced by a variety of different methods. Centrifugation and 
washing of cultured cells are routine tissue culture steps for cells grown in suspension. 
Youdim et al. teaches subcutaneous administration of transfer factor (see page 56, 
column 2). Youdim et al. teaches multiple administration of transfer factor (see page 56, 
column 2). Youdim et al. teaches that skin testing (eg. DTH) can be used to measure 
the response to transfer factor. It would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to have created the claimed 
invention because Youdim et al. teach the treatment of "environmentally sensitive 
patients" with transfer factor, Warren teaches that transfer factor can be obtained from 
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the lymphocytes of any individual as long as the donor has no history of recurrent 
infection by herpes virus, Goust et al. teach that transfer factor can be produced by 
culturing/propagating PBL for various period of time in vitro following by lysis of said 
cells to produce a lysate containing transfer factor and the particular steps recited in the 
clams are art known steps used in the in vitro isolation or culture of lymphocytes. One of 
ordinary skill in the art would have been motivated to do the aformentioned because 
Youdim et al. teach the treatment of "environmentally sensitive patients" with transfer 
factor, Warren teaches that transfer factor can be obtained from the lymphocytes of any 
individual as long as the donor has no history of recurrent infection by herpes virus, and 
the transfer factor could have been produced using any art known method. 

Regarding applicants comments about Warren, Warren does not teach that the 
transfer factor is obtained from pooled donors. Warren teaches that the transfer factor 
can be obtained from "a donor" (see column 2, lines 46-50). Similarly, Goust et al. 
teach use of lymphocytes from a single donor to produce transfer factor (see column 5, 
lines 25-30). In view of the fact that the a single donor is used and Warren discloses 
that the donor has no history of recurrent herpes virus, then use of autologous donor 
cells would have been obvious as one of the choices encompassed by the teachings of 
Warren. Regarding applicants comments about Warren and the methods used to 
produce transfer factor, Goust et al. teach production of transfer factor using cultured 
lymphocytes. Regarding applicants comments about Warren and propagation, Goust 
et al. teach production of transfer factor using cultured/propagated lymphocytes wherein 
the cells are cultured in vitro for extended periods of time. Regarding applicants 
comments about the term "propagation", Goust et al. teach a method that is 
encompassed by the term "propagation" in view of the particular definition of the word 
as per argued by applicant in page 18-19 of the filed Brief. There is currently no claim 
under consideration which recites any particular length of culture time. Regarding 
applicants comment about growth medium, Goust et al. teach transfer factor produced 
by propagation of lymphocytes in vitro with cell growth media which includes fetal calf 
serum (see Example 3). 



8. No claim is allowed. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851 . The examiner can normally be reached on Monday-Thursday 7:30-6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on 571 272-0841. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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